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SUMMARY OF BILL:    Requires informed consent documentation from all 
human subjects involved with any medical research.  A copy of the written 
consent document signed by the subject or the subject’s personal 
representative and an oral presentation of informed consent performed by a 
person knowledgeable about the details and risks of the research must be 
provided to the subject or the subject’s personal representative.  A non-biased 
third party witness must be present during the signing and oral presentation.   
 

 
 
ESTIMATED FISCAL IMPACT: 

 
 State Expenditures – Net Impact – Not Significant – Health Related Boards                                           

 
 Assumption: 
 

• The Department of Health would handle violations of this 
regulation in the same manner as all other disciplinary 
matters. 
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